QSfene Kessler 
Goldstein Fox 

ATTORNEYS AT LAW 




Robert Greene Sterne 
Edward J, Kessler 
Jorge A. Goldstein 
David K.S. Comwell 
Robert W.Esmond 
Tracy-Gene G. Durkin 
Miche!eA.Cimbala 
Michael B. Ray 
Robert E. Sokohl 
Eric K. Steffe 
Michael Q. Lee 
Steven R. Ludwig 
John M. Covert 
Unda E. Alcorn 
Robert C Millonig 
Lawrence B. Bugaisky 
Donald J. Featherstone 
Michael V Messinger 



Judith U. Kim 
Timothy J. Shea, Jr. 
Patrick E. Garrett 
JefferyT. Ketvey* 
Heidi L Kraus 
Crystal D. Sayles 
Edward W.Yee 
Albert L Ferro* 
Donald R. Banowit 
FeterAJadcman 
MoltyA.McCall 
Teresa U. Medler 
Jeffrey S. Weaver 
, Kendnck P. Patterson 
Vincent L Capuano 
'Albert J. Fasulo II* 
Etdora Ellison Floyd 
W. Russell Swindell 



July 16, 2002 



Thomas C. Fiala 
Brian J. Del Buono 
Virgil Lee Beaston* 
Reginald D. Lucas* 
Kimberty N. Reddick 
Theodore A. Wood 
Elizabeth J. Maanes 
Bruce E. Chatter 
Joseph S. OstrofT 
Frank R. Cottingham* 
Christine M. Lhulier 
Rae Lynn Prengaman* 
Jane Shershenovich* 
Lawrence J. Carroll* 
George S. Bardmesser 



Registered Patent Agents* 
Karen R. Markowicz 
•Andrea J. Kamage 
Nancy J. Leith 
Joseph M. Conrad III 
Ann E. Summerfield 
Helene C Carlson 
Gaby L Lonosworth 
Matthew J. Dowd 
Aaron L. Schwartz 
Angelique G. Uy 
Bons A. Matvenko 
Mary B.Tung 
KaoinaY.Pei 
Bryan L Skelton 
Jason D. Ejsenberg 
John J. Figueroa 



Senior Counsel 
Samuel L Fox 
Kenneth C. Bass III 
Lisa A. Dunner 



'Admitted only in Maryland 

* Admitted only in Virginia 

* Admitted only in Texas 
•Practice Limited to 

Federal Agencies 



Writer 's Direct Number: 

(202)371-2544 

Internet A ddress: 

MCIMBALA@SKGF.COM 



Commissioner for Patents 
Washington, D.C. 20231 



Art Unit 1646 



Sir: 



Re: U.S. Utility Patent Application 

Appl. No. 09/943:084; Filed: August 31, 2001 
For: Prolonged Delivery of Peptides 
Inventors: KIM al 
Our Ref: 1 658.0020003/MAC/MBT 




JUL 1 8 2002 
™ CENTER m/m 



Transmitted herewith foAapprppriate action are the following documents: 

1. Information Disclosure Statement; 

2. Form PTO- 1 449 (citing 82 documents - 10 pp); 



3. 82 cited documents (AA1, AB1, AC1, AD1, AE1, AF1, AG1, AH1, All, AJ1, 
AK1, AL1, AMI, AN1, AOl, API, AR1, AS1, ATI, AA2, AB2, AC2, AD2, 
AE2, AF2, AG2. AH2, AI2, AL2, AM2, AN2, A02, AP2, AR2, AS2, AT2, AL3, 
AM3, AN3, A03, AP3, AR3, AS3, AT3, AL4, AM4, ATM4, A04, AP4, AR4, 
AS4, AT4, AL5, AM5, AN5, A05, AP5, AR5, AS5, AT5, AL6, AM6, AN 6, 
A06, AP6, AR6, AS6, AT6, AL7, AM7, AR7, AS7, AT7, AR8, AS8, AT8, AR9, 
AS9, AT9, AR10, AS 10, and AT10); and 



4. Return postcard. 

It is respectfully requested that the attached postcard be stamped with the date of filing of 
these documents, and that it be returned to our courier. In the event that extensions of time are 
necessary to prevent abandonment of this patent application, then such extensions of time are 
hereby petitioned. 
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The U.S. Patent and Trademark Office is hereby authorized to charge any fee deficiency, 
or credit any overpayment, to our Deposit Account No. 19-0036. 
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Sterne, Kessler, Goldstein & Fox p.l.l.c. 




Michele A. Cimbala 
Attorney for Applicants 
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Information Disclosure Statement 



Assistant Commissioner for Patents 
Washington, D.C. 20231 

Sir: 

Listed on accompanying Form PTO- 1 449 are documents that may be considered material 
to the examination of this application, in compliance with the duty of disclosure requirements 
of 37 C.F.R. §§ 1 .56, 1.97 and L98. A copy of each of these documents is provided. 

In accordance with 37 C.F.R. § 1 .98(a)(3), Applicant's undersigned representative submits 
the following concise explanation of the relevance of the non-English language documents, 
Document Nos. AP 1 , AL4, AN4, AP4, A07 and AP7, cited on form PTO 1 449: 

Document API, Patent No. JP 63-91325 is in the Japanese language. An English 
language family member of Document API is submitted herewith as Document AC1, United 
States Patent No. 4,853,226. Document API is believed to disclose a sustained release 
particulate preparation comprising a polymeric compound which is capable of being degraded 
in the body, wherein the polymeric compound comprises a natural high molecular weight 
compound of sugar origin. Document API is believed to also disclose a method of making said 
particulate preparation. 

Document A03, Patent No. JP 4-210928 is in the Japanese language. Document A03 
is believed to disclose a pharmaceutical composition comprising a pharmacologically useful 
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polypeptide and a polymer and which provide continuous release of the polypeptide over an 
extended period in an aqueous solution. 

Document AP3, Patent No. JP 4-230210 is in the Japanese language. English language 
family members of Document AP3 are submitted herewith as Document AH1, United States 
Patent No. 5,091,185, Document AK1, United States Patent No. 5,156,851, Document AB2, 
United States Patent No. 5,232,708 and Document AL3 5 European Patent Number EP 0 462 959 
B 1 . Document AP3 is believed to disclose a solid dosage form of bioactive materials to supply 
growth hormones such as somatotropin for subcutaneous sustained release. The solid dosage 
form is coated with polyvinyl alcohol. 

Document AL4, Patent No. JP 4-283510 is in the Japanese language. English language 
family members of Document AL4 are submitted herewith as Document AD2, United States 
Patent No. 5,536,508, Document AI2, United States Patent No. 5,700,486 and and Document 
AN3, European Publication Number EP 0 486 959 Bl. Document AL4 is believed to disclose 
a pharmaceutical composition for controlled release of a pharmacologically active agent in the 
form of a particle comprising a biodegradable polymer, an amphiphilic polymer, an agent 
modifying the interface properties of the particles and a pharmalogically active substance , and 
methods of making said pharmaceutical composition. 

Document AL7, Patent No. DE 195 30 865 Al is in the German language. An English 
language family member of Document AL7 is submitted herewith as Document AM7, WIPO 
Publication No. WO 97/078 14. An English language Derwent abstract of Document AP7 is also 
submitted herewith as Document AT 10. Document AL7 is believed to disclose a composition 
for parenteral administration comprising a source of nutrients and an insulinotropic peptide and 
a method of non-alimentary nutrition comprising the use of said composition. 
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Document No. AP6, Patent No. FR 2 732 894, is' in the French language. The English 
language Derwent abstract is submitted herewith as Document AS 1 0. Document AP6 is believed 
to disclose the use of a P-3 adrenergic agonist to prepare medicaments capable of increasing 
glucagon-like hormone, GLP-1. Also disclosed is believed to be a method of using a p-3 
adrenergic agonist in a method of treatment. 

Document ATS, Krowczynski, KierownikKatedryFarmacjiStosowanejAMwKsakov/ie, 
Warszawa, pp. 220, 463-464, 490 and 502 (1969), is in the Polish language. Document ATS is 
an excerpt from a pharmacology textbook and is believed to disclose that peanut oil and other 
oils are generally known as pharmaceutical additives. 

Accordingly, no English language abstracts or translations are provided for Documents 
API, A03, AP3, AL4, AL7, AP6, or ATS. 

Except for Document AS6, where the publication date of a listed document does not 
provide a month of publication, the year of publication of the listed document is sufficiently 
earlier than the effective U.S. filing date and any foreign priority date so that the month of 
publication is not in issue. The publication month was not available to the Applicant for 
Document AS6. Applicants have listed publication dates on the attached PTO-1449 based on 
information presently available to the undersigned. However, the listed publication dates should 
not be construed as an admission that the information was actually published on the date 
indicated. 

Applicants reserve the right to establish the patentability of the claimed invention over 
any of the information provided herewith, and/or to prove that this information may not be prior 
art, and/or to prove that this information may not be enabling for the teachings purportedly 
offered. 



-4- 



KIM et al 
Appl. No. 09/943,084 



This statement should not be construed as a representation that a search has been made, 
or that information more material to the examination of the present patent application does not 
exist. The Examiner is specifically requested not to rely solely on the material submitted 
herewith. It is further understood that the Examiner will consider information that had been cited 
or submitted to the U.S. Patent and Trademark Office in a prior application relied on under 35 
U.S.C. § 120. 1 138 OG 37, 38 (May 19, 1992). 

This Information Disclosure Statement is being filed before the mailing date of a first 
Office Action on the merits. No statement or fee is required. 

It is respectfully requested that the Examiner initial and return a copy of the enclosed 
PTO-1449, and to indicate in the official file wrapper of this patent application that the 
documents have been considered. 

The U.S. Patent and Trademark Office is hereby authorized to charge any fee deficiency, 
or credit any overpayment, to our Deposit Account No. 19-0036. 



Respectfully submitted, 



Sterne, Kessler, Goldstein & Fox p.l.l.c. 




Michele A. Cimbala 
Attorney for Applicants 
Registration No. 33,851 
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